NO. 84325-2

COA No. 39536-3 II

SUPREME COURT OF THE STATE OF WASHINGTON

ranyfag

;T

WASHINGTON STATE DEPARTMENT OF SOCIAL AND HEA T
SERVICES, &l :

SAMANTHA A,

Respondent.

STATEMENT OF ADDITIONAL AUTHORITIES

ROBERT M. MCKENNA
Attorney General

EDWARD J. DEE
Assistant Attorney General
WSBA No. 15964

7141 Cleanwater Drive SW
P.O. Box 40124

Olympia, WA 98504-0124
(360) 586-6495

 FIEDAS
ATTACHMENT TO EMAH



- Appellant Washington State Department of Social and Health
Services submits the attached supplementary information from the Federal
Register as a Statement of Additional Authorities pursuant to RAP 10.3.

1. Supplementary Information on Proposed Medicaid Personal Care
Services Rule, 61 Fed.Reg. 9405 (Makh 18, 1996).
2. Supplementary Information én Final Medicaid Personal Care
Services Rule, 62 Fed Reg, 47896 (Sept. 11, 1997).
These authorities provide background information and comments made
during the. development of the Medicaid Personal Care regulations
codified at 42 C.F.R. Part 440. They are offered in support of Appellant’s
Issue No. 1: Does the children’s personal care rule violate the
requirements of the EPSDT program under Medicaid by not sﬁeczﬁcally
requiring the Department to “meaningfully consider and weigh
physician’s recommer’zdations, ” even though 42 US.C. §1396d(a)(24)
provic;’es that, at a state’s discretion, personal care services may. be
entirely authorized by the state? (Brief of Appellant at 4); and Appellant’s
Issue No. 2: Does the children’s personal care rule violate federal
Medicaid law requiring comparability of amount, duration, and scope of

“services, even though reductions in personal care service hours are based



first on developmental stage, not disability, and second on the normal

responsibility of parents? 1d.

RESPECTFULLY SUBMITTED this Zg ﬂqday of October 2010.

ROBERT M. MCKENNA
Attorney General _

Copoom o
EDWARD J. DEE, WSBA# 15964
Assistagt Attorney General
P.O. Box 40124
Olympia, WA 98504-0124
Attorneys for State of Washington




JRIGINAL
PROOF OF SERVICE -
I certify that I served a copy of this document on all parties or their
counsel of record by first class mail with postage prepaid, on the date
below as follows:

Regan Bailey / Susan Kas
Disability Rights Washington
315 5th Avenue South Suite 850
Seattle, WA 98104

Eleanor Hamburger

Sirianni Youtz Meier & Spoonemore
719 - 2nd Avenue, Suite 1100 s
Seattle, WA 98104-1709

L viarsn ke

Daniel S. Gross / Janet Varon PSR
Northwest Health Law Advocates

4759 — 15th Ave. NE, Suite 305
Seattle, WA 98105

Amy L. Crewdson
Columbia Legal Services
711 Capitol Way S # 304
Olympia, WA 98501-1233

I certify under penalty of perjury under the laws of the state of
Washington that the foregoing is true and correct.
DATED this 18th day of October 2010, at Tumwater, Washington.

Ohndin A Clnecf
Cheryl Chafin, Legal Assistant

FILED AS
ATTACHMENT TO EMAIL



61 FR 9405-01, 1996 WL 99024 (F.R.) Page |

PROPOSED RULES
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Health Care Financing Administration
42 CFR Part 440
[MB-071-P]
RIN 0938-AG36
Medicaid Program; Coverage of Personal Care Services
Friday, March 8, 1996
*9405 AGENCY: Health Care Financing Administration (HCFA), HHS.
ACTION: Proposed rule.

SUMMARY: In accordance with the provisions of section 13601(a)(5) of the Omnibus Budget Reconciliation Act of 1993,
which added section 1905(a)(24) to the Social Security Act, this proposed rule would specify the revised requirements for
Medicaid coverage of personal care services furnished in a home or other location as an optional benefit, effective for services
furnished on or after October 1, 1994. In particular, this proposed rule would specify that personal care services may be fur-
nished in a home or other locatlon by any individual who is quahﬁed to do so. Additionally, we are proposing two minor
changes to the Medicaid regulations concerning home health services.

DATES: Comments will be considered if we receive them at the appropriate address, as provided below no later than 5 p.m. on
May 7, 1996.

ADDRESSES: Mail written comments (one original and three copies) to the following address: Health Care Financing Ad-
ministration, Department of Health and Human Services, Attention: MB-071-P, P.O. Box 7517-0517, Baltimore, MD 21207.

If you prefer, you may deliver your written comments (one original and three copies) to one of the following addresses: Room
309-G, Hubert H. Humphrey Building, 200 Independence Avenue, SW., Washington, DC 20201, or Room No. C5-11-17, 7500
Security Boulevard, Baltimore, MD 21244-1850.

Because of staffing and resource limitations, we cannot accept comments by facsimile (FAX) transmission. In commenting,
please refer to file code MB-071-P. Comments received timely will be available for public inspection as they are received,
generally beginning approximately 3 weeks after publication of a document, in Room 309-G of the Department's offices at 200
Independence Avenue SW., Washington, DC, on Monday through Friday of each week from 8:30 a.m. to 5 p.m. (phone: (202)
690-7890).

FOR FURTHER INFORMATION CONTACT: Terese Klitenic (410) 786-5942.

SUPPLEMENTARY INFORMATION:
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1. Background

Title XIX of the Social Security Act (the Act) authorizes grants to States for medical assistance (Medicaid) to certain indi-
viduals whose income and resources are insufficient to meet the cost of necessary medical care. The Medicaid program is
Jointly financed by the Federal and State governments and administered by the States. Within Federal rules, each State chooses
eligible groups, types and ranges of services, payment levels for most services, and administrative and operating procedures.
The nature and scope of a State's Medicaid program is described in the State plan that the State submits to HCFA for approval.
The plan is amended whenever necessary to reflect changes in Federal or State law, changes in policy, or court decisions.

Under section 1902(a)(10) of the Act, States must provide certain basic services. Section 1905(a) of the Act defines the services
States may provide as medical assistance. Personal care services historically have been permitted under the Secretary's dis-
cretionary authority under current section 1905(a)(25) of the Act until the enactment of legislation, described below. Currently,
regulations concerning personal care services are located.at 42 CFR 440.170(f).

II. Legislation Concerning Personal Care Services

Before the enactment of the legislation discussed below, a State had the option to elect to cover personal care services under its
Medicaid State plan. Although not specifically mentioned in section 1905(a) of the Act, personal care services could be covered
under section 1905(a)(22) of the Act (redesignated as section 1905(a)(25) of the Act on November 5, 1990), under which a
State may furnish any additional services specified by the Secretary and recognized under State law. In §440.170(f), the Sec-
retary specified that personal care services may be covered.

Section 4721 of the Omnibus Budget Reconciliation Act of 1990 (OBRA. '90) (Pub. L. 101-508, enacted on November 5, 1990)
amended section 1905(a)(7) of the Act to include personal care services as part of the home health services benefit and to
impose certain conditions on the provision of personal care services, effective for services furnished on or after October 1,
1994. This amendment would have had a significant effect since, under section 1902(a)(10)(D) of the Act, home health services
are a mandatory benefit for all Medicaid recipients eligible for nursing facility services under the State plan. Thus, had section
1905(a)(7) of the Act not been further amended (as discussed below) before the effective date of section 4721 of OBRA '90,
personal care services would have become a mandatory benefit for all recipients eligible for nursing facility services, effective
October 1, 1994.

Before the provisions of OBRA '90 became effective, the Omnibus Budget Reconciliation Act of 1993 (OBRA '93) (Pub. L.
103-66) was enacted on August 10, 1993. Section 13601(a)(1) of OBRA '93 amended section 1905(a)(7) of the Act to remove
personal care services from the definition of home health services. Additionally, section 13601(a)(5) of OBRA '93 added a new
paragraph (24) to section 1905(a) of the Act, to include payment for personal care services under the definition of medical
assistance. Under section 1905(a)(24) of the Act, personal care services furnished to an individual who is not an inpatient or
resident of a hospital, nursing facility, intermediate care facility for the mentally retarded, or institution for mental disease is an
optional benefit for which States may provide medical assistance payments.*9406 The statute specifies that personal care
services must be: (1) Authorized for an individual by a physician in accordance with a plan of treatment or (at the option of the
State) otherwise authorized for the individual in accordance with a service plan approved by the State; (2) provided by an
individual who is qualified to provide such services and who is not a member of the individual's family; and (3) furnished in a
home or other location. This amendment is effective October 1, 1994. Therefore, as a result of the legislative changes made by
OBRA '93, personal care services continue to be an optional State plan benefit, and are now authorized under section
1905(a)(24) of the Act, effective for services furnished on or after October 1, 1994, :

HI. Provisions of the Proposed Regulations

A. Personal Care Services in a Home or Other Location (§440.167)
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As historically used in the Medicaid program, personal care services means services related to a patient's physical requirements,
such as assistance with eating, bathing, dressing, personal hygiene, activities of daily living, bladder and bowel requirements,
and taking medications. These services primarily involve “hands on” assistance by a personal care attendant with a recipient's
physical dependency needs (as opposed to purely housekeeping services). These tasks are similar to those that would normally
be performed by a nurse's aide if the recipient were in a hospital or nursing facility. Although personal care services may be
similar to or overlap some services furnished by home health aides, skilled services that may be performed only by a health
professional are not considered personal care services. Alternatively, services that require a lower level of skill such as personal
care services may also be provided by home health aides in the home under the home health benefit,

The above description of personal care services is based on the definition of personal care services originally set forth in Part 5,
Section 140, of the Medical Assistance Manual (the precursor of the State Medicaid Manual) and reflects States' experiences in
providing these services. We plan to publish a definition of personal care services in the State Medicaid Manual in the near
future. Until that time, States should use the above description of personal care services as a guide in setting parameters for this
optional benefit. To provide States with maximum flexibility in providing personal care services, we are providing guidelines
for this benefit in a manual issuance, rather than codifying it in the regulations.

Currently, provisions regarding personal care services in a recipient's home are set forth at §440.170. This section of the reg-
ulations defines the additional services that States may furnish as any other medical care or remedial care recognized under
State law and specified by the Secretary. Under §440.170(f), personal care services in a recipient's home means services pre-
scribed by a physician in accordance with the recipient's plan of treatment, and furnished by an individual who is (1) qualified
to provide the services, (2) supervised by a registered nurse, and (3) not a member of the recipient's family. The existing reg-
ulations do not provide for personal care services furnished in settings other than the recipient's home.

To conform the regulations to the provisions of section 1905(a)(24) of the Act (as added by section 13601(a)(5) of OBRA '93),
we propose to add a new § 440.167, “Personal care services in a home or other location.”We would specify that personal care
services are services furnished to an individual who is not an inpatient or resident of a hospital, nursing facility, intermediate
care facility for the mentally retarded, or institution for mental disease, that are: (1) authorized for the individual by a physician
in accordance with a plan of treatment or (at the option of the State) otherwise authorized for the individual in accordance with
a service plan approved by the State; (2) provided by an individual who is qualified to provide such services and who is not a
member of the individual's family; and (3) furnished in a home, and if the State chooses, in another location.

Since section 1905(a)(24) of the Act does not require that the services be supervised by a registered nurse, we would not require
such supervision in proposed §440.167. While section 13601(a)(1) of OBRA '93 eliminated the statutory requirement for
supervision by a registered nurse, the versions of the bill passed by both the House and Senate (H.R. 2264) contained this
requirement. The nurse supervision requirement was apparently dropped while the bill was in conference; however, the con-
ference report does not specifically refer to this change (H. Conf. Rept. No. 2133, 103rd Cong,, 1st sess., page 833, (1993)). We
believe our proposal reflects statutory intent to eliminate the requirement for such supervision. Moreover, since extensive
medical knowledge or technical skill is not required to provide personal care services, we believe that supervision by a regis-
tered nurse is not necessary in most cases. However, we are soliciting public comments concerning the need to retain the re-
quirement that personal care services be provided under the supervision of a registered nurse or another supervisory individual,
such as a medical social worker.

Under our proposal, States that elect to offer the personal care services benefit must cover personal care services provided in the
home but may also choose to cover personal care services provided in other locations. We believe that this proposal is con-
sistent with the intent of the statute to expand the possible settings where personal care services may be covered under the
Medicaid program. We note that coverage of personal care services outside the home is not optional with respect to those
individuals who require personal care services that are medically necessary to correct or ameliorate conditions discovered as a
result of a screen performed under the Early and Periodic Screening, Diagnostic, and Treatment (EPSDT) program.

We also considered two other options for implementing the provision of OBRA '93 that allows States to cover personal care
services furnished outside the home. One option was to require States that elect to offer the personal care services benefit to
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cover such services in both the home and other locations. However, section 1905(a)(24)(C) of the Act refers to services “fur-
nished in a home or other location,” and we believe that this option would unnecessarily limit States' flexibility in implementing
the personal care services benefit. Moreover, it could work against the best interests of recipients if States choose not to offer
the personal care services benefit at all because of the expense involved in covering the services both inside and outside the
home.

We also considered allowing States electing to offer this benefit to cover the services either in the home or in other locations.
Since many States historically have covered these services when furnished in the recipient's home, we do not believe that it
would be consistent with statutory intent to allow States to choose to cover personal care services only in locations other than
the home. That is, States that have previously covered personal care services firnished in the home should not be allowed to
eliminate this location and opt to cover the services only when provided outside of the home. Again, we believe that the purpose
of section 1905(a)(24) of the Act is to add to the possible settings where *9407 States may provide personal care services, not to
decrease the amount of services currently being offered. Thus, we believe that our proposed policy is the most appropriate
interpretation of the statute, is in the best interest of recipients, and gives States the discretion necessary to operate their pro-
grams in an efficient manner.

We propose to leave to the State's option the decision of whether personal care services are to be authorized by a physician in
accordance with a plan of treatment, or otherwise authorized in accordance with a service plan approved by the State. Similarly,
we would permit States to determine, through development of provider qualifications, which individuals are qualified to pro-
vide personal care services (other than family members). Again, we believe that these proposed provisions would allow States
to maintain a high level of flexibility in providing and defining optional personal care services. We note that home health aides
employed by home health agencies may sometimes provide personal care services. Home health aides that provide only per-
sonal care services under Medicaid need only meet the qualifications set forth at § 484.36(e) (and not the other qualifications
for home health aide services). '

Section 1905(a)(24)(B) of the Act specifies that, for Medicaid purposes, personal care services may not be furnished by a
member of the individual's family. To date, we have not defined “family member” for purposes of the personal care services
benefit. Thus, each State that offers this benefit makes its own determination as to who is considered a family member for
purposes of personal care services. To provide for more clarity and consistency in this regard, we propose to define family
members under new § 440.167(b) as spouses of recipients and parents (or step-parents) of minor recipients. This definition is
essentially identical to the one that applies to personal care services provided under a home and community-based waiver (see
section 4442.3.B.1. of the State Medicaid Manual). We believe that spouses and parents are inherently responsible for meeting -
the personal care needs of their family members, and, therefore, it would not be appropriate to allow Medicaid reimbursement
for such services. States would continue to have the flexibility to expand upon the definition of family members at §440.167.
That is, States could further restrict which family members can qualify as providers by extending the definition to apply to
family members other than spouses and parents.

We note that our proposed definition of family member would only apply for purposes of the personal care services benefit in
§440.167 and not for other Medicaid benefits that allow reimbursement for family members. Because we recognize that States
have developed their own definitions of “family members” for purposes of the personal care services benefit, we welcome
comments on our proposed definition.

Since personal care services are now an optional benefit under section 1905(a)(24) of the Act, we would remove current

§440.170(f), which provides for coverage of personal care services in a recipient's home as part of any other medical care or
remedial care recognized under State law and specified by the Secretary.

B. Proposed Changes Concerning Home Health Services (§440.70)

We are proposing several changes to the regulations concerning home health services. Currently, §440.70(a)(2) provides that
home health services must be furnished to a recipient on his or her physician's orders as part of a written plan of care that the
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physician reviews every 60 days.Section 440.70(b) lists the services that constitute home health services and thus are subject to
the plan of care requirements.Section 440.70(b)(3) specifies that these services include medical supplies, equipment, and ap-
pliances suitable for use in the home. We have found that in many cases, once a recipient's need for medical supplies, equip-
ment, and appliances is indicated by a physician, that need is unlikely to change within 60 days. Thus, absent changes in a
recipient's condition, we do not believe that a recipient's need for medical equipment necessitates routine inclusion in a plan of
care reviewed every 60 days by a physician.

Modification of the plan of care and physician review requirements for medical equipment would decrease physicians' pa-
perwork burden as well as the time and costs involved with these requirements. Accordingly, we would revise § 440.70(b)(3) to
provide that physician review of a recipient's need for medical supplies, equipment, and appliances suitable for use in the home
under the home health benefit would be required annually. We believe that the requirement for annual review of medical
supplies and equipment would allow States flexibility in furnishing home health services while providing an appropriate level
of oversight. Frequency of further review of a recipient's continuing need for the equipment on other than an annual basis would
be determined on a case-by-case basis depending on the nature of the item prescribed. A recipient's need for supplies or pieces
of equipment that generally tend to be used on a long-term basis would not be reviewed as frequently as equipment that is
usually used only temporarily. For example, review of the need for a wheelchair need not be as frequent as review of the need
for an oxygen concentrator. In all cases, a physician's order for the equipment would be required initially.

Additionally, §440.70(d) now defines a home health agency for purposes of Medicaid reimbursement as a public or private
agency or organization, or part of an agency or organization, that meets requirements for participation in Medicare. We propose
to revise this definition to indicate that in order to participate in Medicaid, the agency must meet Medicare requirements for
participation as well as any additional standards the State may wish to apply that are not in conflict with Federal requirements.
This proposed change reflects the long standing principle in the Medicaid program that affords States flexibility in establishing
Medicaid program requirements tailored to their own specific needs. Under this proposal a State would have the option of
imposing additional standards on home health agencies for participation in Medicaid beyond the Medicare conditions of par-
ticipation. ' :

Finally, we are making a technical change to §440.70(c) to remove an obsolete reference to subparts F and G of part 442.
IV. Impact Statement
A. Background

For proposed rules such as this, we generally prepare a regulatory flexibility analysis that is consistent with the Regulatory
Flexibility Act (RFA) (5U.S.C. 601 through 612), unless we certify that a proposed rule will not have a significant economic
impact on a substantial number of small entities. For purposes of a RFA, States and individuals are not considered small enti-
ties. However, providers are considered small entities.

In addition, section 1102(b) of the Act requires us to prepare a regulatory impact analysis for any proposed rule that may have
a significant impact on the operation of a substantial number of small rural hospitals. Such an analysis must conform to the
provisions of section 604 of the RFA. For purposes of section 1102(b) of the Act, we define a small rural hospital as a hospital
that is located outside of a Metropolitan *9408 Statistical Area and has fewer than 50 beds.

We are not preparing a rural impact statement since we have determined, and we certify, that this proposed rule would not have
a significant impact on the operations of a substantial number of small rural hospitals. ~

In accordance with the provisions of section 1905(a)(24) of the Act, this proposed regulation would revise the regulations to
incorporate the new statutory requirements concerning personal care services. In accordance with the statute, we are proposing
that the services must be: (1) Authorized for the individual by a physician in accordance with a plan of treatment or (at the
option of the State) otherwise authorized for the individual in accordance with a service plan approved by the State; (2) pro-
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vided by an individual who is qualified to provide such services and who is not a member of the individual's family; and (3)
furnished in a home or other location.

In general, the provisions of this proposed rule are prescribed by section 1905(a)(24) of the Act, as added by section
13601(a)(5) of OBRA '93. The most significant change required under the statute is that, as of October 1, 1994, the settings in
which States may elect to cover personal care services have been expanded to include locations outside the home. We believe
that this statutory provision will increase Medicaid program expenditures independently of the promulgation of this rule. The
primary discretionary aspect of this rule is our proposal that States electing to offer the personal care services benefit must cover
the services in the home and may choose to cover them in any other location. As discussed in section II.A of this preamble, we
considered requiring States that elect to offer the personal care services benefit to cover such services in both the home and
other locations. We also considered allowing States to cover the services either in the home or in other locations. However, we
believe that our proposed policy is the most appropriate interpretation of the statute and gives States the discretion necessary to
operate their programs in an efficient manner and in the best interest of their recipients.

As noted above, the major provisions of this proposed rule are required by the statute. Thus, costs associated with these pro-
posed regulations are the result of legislation. However, to the extent that a legislative provision being implemented through
rulemaking may have a significant effect on recipients or providers or may be viewed as controversial, we believe that we
should address any potential concerns. In this instance, we believe it is desirable to inform the public of our estimate of the’
substantial budgetary effect of these statutory changes. The statutorily driven costs have been included in the Medicaid budget
baseline. In addition, we anticipate that a large number of Medicaid recipients and providers, particularly home health agencies,
will be affected. Thus, the expansion of settings where personal care services may be furnished represents an expansion of
Medicaid benefits that, if exercised by States, would likely have significant effects, particularly on Medicaid recipients.

B. Impact of New Personal Care Services Provision
1. Overview

This analysis addresses a wide range of costs and benefits of this rule. Whenever possible, we express impact quantitatively. In
cases where quantitative approaches are not feasible, we present our best examination of determinable costs, benefits and
associated issues.

It is difficult to predict the economic impact of expanding the settings where personal care services may be covered under
Medicaid to locations outside the home. We do not know the exact number and type of personal care services furnished by
individual States or how much these services currently cost. Currently, approximately 32 States offer coverage for personal care
services, and we do not have cost data from all of those States. States also differ in their definitions of personal care services and
rules concerning who may furnish them. Since we do not have a full picture of the scope or cost of the different services, it is
difficult for us to quantify the impact these changes will have. Other unknown factors regarding the future provision of personal
care services include which States now offering the personal care services benefit will choose to cover services furnished
outside the home, how many additional States will opt to offer coverage, how many Medicaid recipients will elect to utilize
these services in States in which the services have not been covered, and the type and costs of these specific services. We
believe that the majority of those individuals who qualify for these services will elect to utilize this benefit. Thus, although costs
to States will rise as they begin to pay for the additional services, there would be substantial benefits to some providers and to
Medicaid recipients as described in detail below.

2. Effects Upon Medicaid Recipients

Permitting States that elect to offer the personal care services benefit the option of covering these services in locations outside
the home will have a positive effect on recipients. In States where coverage has been provided only for personal care services in
the home, this proposed rule may expand the types of personal care services available and/or the settings where recipients may
receive these services. Expansion of personal care services or settings could help improve the quality of life for these recipients
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as well as for recipients who have not been receiving personal care services. It also would save money for some Medicaid
recipients or their families since they would no longer have to pay for these services. No data are available on the number of
recipients or family members who are currently paying for these services. However, since only 32 States currently pay for
personal care services, we believe that a substantial number of recipients who receive these services are paying for them out of
pocket. ’

3. Effects on Providers

By expanding the range of settings in which Medicaid will cover personal care services, we anticipate that this proposed rule
will increase the demand for such services. We believe this effect will be viewed as beneficial to providers of personal care
services. If the increase in demand for such services is sufficient, the number of providers of personal care services may in-
crease.

4. Effects on Medicaid Program Expenditures

This proposed rule would implement the provisions of section 1905(a)(24) of the Act by specifying that personal care services
are an optional State plan benefit under the Medicaid program. The proposed rule would allow States the option to cover
personal care services furnished in a home or other location, effective for services furnished on or after October 1, 1994. Table
1 below provides an estimate of the anticipated additional Medicaid program expenditures associated with farnishing these
services outside the home, beginning on October 1, 1994. This estimate was made using various assumptions about increases in
utilization by current recipients, adjusted for age, as well as assumptions about the induced utilization that would result from the
availability of these services. We have assumed a utilization increase of 5 percent for the aged and 10 percent for the non-aged,
and an overall induction factor of 10 percent. We have *9409 also assumed that the option of providing personal care services
outside the home would affect only those States that represent 33 percent of Medicaid personal care spending. Given these
assumptions, our estimate based on Federal budget projections is shown in Table 1, which also provides a breakdown of these
costs. The first row of figures shows the costs of providing this optional State plan benefit. The second row shows the admin-
istrative costs associated with furnishing these services. We estimate the following costs to the Medicaid program:

Table 1.—Personal Care Services Outside the Home

FY 1996 FY 1997 FY 1998 - FY 1999
Services $230 $280 $350 $430
Administration costs 10 10 15 . 15
Total $240 $290 $365 $445

FN* Figures are rounded to the nearest $5 million. We note that the costs associated with these
proposed regulations are the result of legislation and due to the interpretation of statutory
changes already in effect. Therefore, these costs have been included in the Medicaid budget
estimates.

5. Effects on States

As stated above, the coverage of personal care services is optional except when such services are medically necessary to correct
or ameliorate medical problems found as a result of a screen under the EPSDT program. Many States currently do not cover
optional personal care services. In those States that do offer the personal care services benefit, services furnished outside the
home previously could not be covered. Therefore, there may be a substantial economic impact on States that decide to provide
coverage for personal care services furnished outside the home. The varying State definitions of personal care services, and
rules concerning who may furnish them, make it difficult to estimate accurately the potential increases in expenditures for those
States that choose to expand coverage of personal care services to include services furnished outside the home. However, Table
2, which is based upon the same data and assumptions used to formulate the Federal expenditures shown in Table 1, estimates
the cost to States.
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Table 2.— Personal Care Services Outside the Home

FY 1996 FY 1997 FY 1998 FY 1999
Services $175 $210 $265 $325
Administration costs 5 10 10 10
Total 180 220 275 335

FN* Figures are rounded to the nearest $5 million.
C. Conclusion

The provisions of this proposed ru]e are required by section 1905(a)(24) of the Act. We believe that the provisions of this rule
adding personal care services as an optional State plan benefit and expanding the possible settings for covering personal care
services to locatlons outside the home will benefit providers, recipients and their families.

As shown above in Tables 1 and 2, the costs to the Federal government and States associated with paying for personal care
services furnished outside the home are substantial. There may be some minor off setting of costs if the number of admissions
to nursing facilities decreases as a result of these provisions, but we have no data to determine the potential savings, if any.
Regardless of any possible savings, the economic impact of these provisions is attributable to the statutory changes mandated
by OBRA '93.

In accordance with the provisions of Executive Order 12866, this proposed rule was reviewed by the Office of Management and
Budget.

V. Collection of Information Requirements

This document does not impose information collection and recordkeeping requirements. Consequently, it need not be rev1ewed
by the Office of Management and Budget under the authority of the Paperwork Reduction Act of 1995.

VI. Response to Comments

Because of the large number of items of correspondence we normally receive on a proposed rule, we are not able to ac-
knowledge or respond to them individually. We will consider all comments we receive by the date and time specified in the
DATES section of this preamble, and, if we proceed with a final rule, we will respond to the comments in the preamble to that
document.

List of Subjects in 42 CFR Part 440
Grant programs-health, Medicaid.
42 CFR part 440 is proposed to be amended as set forth below:
PART 440—SERVICES: GENERAL PROVISIONSI. The authority citation for part 440 continues to read as follows:
Authority: Sec. 1102 of the Social Security Act (42 U.S.C. 1302).
Subpart A—Definitions42 CFR § 440.70

. 2. In $440.70, the introductory text of paragraph (a) and the first sentence of the introductory text of paragraph (b) are repub-
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lished and paragraphs (a)(2), (b)(3), (c) and (d) are revised to read as follows:
42 CFR § 440.70
§440.70 Home health services.
(a) “Home health services” means the services in paragraph (b) of this section that are provided to a recipient—

* k ok ok &

(2) On his or her physician's orders as part of a written plan of care that the physician reviews every 60 days, except *9410 as
specified in paragraphs (b)(3) (i) and (ii) of this section.

(b) Home health services include the following services and items. * * *

* %k %k k Xk

(3) Medical supplies, equipment, and appliances suitable for use in the home.

(1) A recipient's need for medical supplies, equipment, and appliances must be reviewed by a physician annually.

(ii) Frequency of further physician review of a recipient's continuing need for the items is determined on a case-by-case basis,
based on the nature of the item prescribed;

* % ok % ok

(c) A recipient's place of residence, for home health services, does not include a hospital, nursing facility, or intermediate care
facility for persons with mental retardation.

(d) “Home health agency” means a public or private agency or organization, or part of an agency or organization that meets

requirements for participation in Medicare and any additional standards legally promulgated by the State that are not in conflict
with Federal requirements.

* ok ok ok ok

42 CFR § 440.167

3. A new §440.167 is added to read as follows:

42 CFR § 440.167

§440.167 Personal care services

(a) Personal care services means services that are furnished to an individual who is not an inpatient or resident of a hospital,
nursing facility, intermediate care facility for persons with mental retardation, or institution for mental disease that are—

(1) Authorized for the individual by a physician in accordance with a plan of treatment or (at the option of the State) otherwise
authorized for the individual in accordance with a service plan approved by the State;
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(2) Provided by an individual who is qualified to provide such services and who is not a member of the individual's family; and
(3) Furnished in a home, and at the State's option, in another location.
(b) For purposes of this section, family member means a parent (or step parent) of a minor recipient or a recipient's spouse.

42 CFR § 440,170

4. In §440.170, paragraph (f) is removed and reserved.

(Catalog of Federal Domestic Assistance Program No. 53.778, Medical Assistance Program)
Dated: October 6, 1995.

Bruce C. Vladeck,

Administrator, Health Care Financing Administration.

[FR Doc. 96-5511 Filed 3-7-96; 8:45 am]

BILLING CODE 4120-01-P

61 FR 9405-01, 1996 WL 99024 (F.R.)
END OF DOCUMENT
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RULES and REGULATIONS
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Health Care Financing Administration
42'CFR Part 440
[MB-071-F]
RIN 0938-AH00
Medicaid Program; Coverage of Personal Care Services
Thursday, September 11, 1997
*47896 AGENCY: Health Care Financing Administration (HCFA), HHS.
ACTION: Final rule.

SUMMARY: This final rule specifies the revised requirements for Medicaid coverage of personal care services firnished in a
home or other location as an optional benefit, effective for services furnished on or after October 1, 1994. In particular, this final
rule specifies that personal care services may be furnished in a home or other location by any individual who is qualified to do
so. This rule conforms the Medicaid regulations to the provisions of section 13601(a)(5) of the Omnibus Budget Reconciliation
Act 0f 1993, which added section 1905(a)(24) to the Social Security Act. Additionally, we are making two minor changes to the
Medicaid regulations concerning home health services.

EFFECTIVE DATE: November 10, 1977.

FOR FURTHER INFORMATION CONTACT: Terese Klitenic, (410) 786-5942.
SUPPLEMENTARY INFORMATION:

I. Background

Under section 1902(a)(10) of the Social Security Act (the Act), States with Medicaid programs must provide certain basic
services to Medicaid recipients. Section 1905(a) of the Act defines the required and optional services that are provided as
medical assistance. Before the enactment of the Omnibus Budget Reconciliation Act of 1990 (OBRA '90, Public Law 101-508),
a State had the option to elect to cover personal care services under its Medicaid State plan. Although not specifically men-
tioned in section 1905(a) of the Act, personal care services could be covered under section 1905(a)(22) of the Act (redesignated
as section 1905(a)(25) of the Act on November 5, 1990), under which a State may furnish any additional services specified by
the Secretary and recognized under State law. In regulations at 42 CFR 440.170(f), the Secretary specified that personal care
services may be covered.

Section 4721 of OBRA '90 amended section 1905(a)(7) of the Act to include personal care services as part of the home health
services benefit and to impose certain conditions on the provision of personal care services, effective for services furnished on
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or after October 1, 1994. This amendment would have had a significant effect since, under section 1902(a)(10)(D) of the Act,
home health services are a mandatory benefit for all Medicaid recipients eligible for nursing facility services under the State
plan. Thus, had section 1905(2)(7) of the Act not been further amended (as discussed below) before the effective date of section
4721 of OBRA 90, personal care services would have become a mandatory benefit for all recipients eligible for nursing facility
services, effective October 1, 1994.

Before the provisions of OBRA '90 became effective, the Omnibus Budget Reconciliation Act of 1993 (OBRA '93, Public Law
103-66) was enacted on August 10, 1993. Section 13601(a)(1) of OBRA '93 amended section 1905(a)(7) of the Act to remove
personal care services from the definition of home health services. Additionally, section 13601(a)(5) of OBRA '93 added a new
paragraph (24) to section 1905(a) of the Act, to include payment for personal care services under the definition of medical
assistance. Under section 1905(a)(24) of the Act, personal care services furnished to an individual who is not an inpatient or
resident of a hospital, nursing facility, intermediate care facility for persons with mental retardation (ICF/MR), or institution for
mental disease is an optional benefit for which States may provide medical assistance payments. The statute specifies that
personal care services must be: (1) Authorized for an individual by a physician in accordance with a plan of treatment or (at the
option of the State) otherwise authorized for the individual in accordance with a service plan approved by the State; (2) pro-
vided by an individual who is qualified to provide such services and who is not a member of the individual's family; and (3)
furnished in a home or other location. This amendment was effective October 1, 1994. Therefore, as a result of the legislative
changes made by OBRA. '93, personal care services continue to be an optional State plan benefit, and are now authorized under
section 1905(2)(24) of the Act, effective for services furnished on or after October 1, 1994.

IT. Issuance of the Proposed Rule
A. Personal Care Services in a Home or Other Location (§440.167)

On March 8, 1996, we published in the Federal Register a proposed rule that specified that personal care services may be
furnished in a home or other location by any individual who is qualified to do so (61 FR 9405). Throughout the preamble to the
proposed rule, we emphasized our main goal in implementing the statutory provisions regarding personal care services. Spe-
cifically, our objective was to provide States maximum flexibility in tailoring their Medicaid programs to meet the needs of
recipients while also setting guidelines so that States that choose to offer the personal care services benefit furnish quality
services in an effective manner.

In the preamble to the proposed rule, we stated that as historically used in the Medicaid program, personal care services means
services related to a patient's physical requirements, such as assistance with eating, bathing, dressing, personal hygiene, activ-
ities of daily living, bladder and bowel requirements, and taking medications (61 FR 9406). These services primarily involve
“hands on” assistance by a personal care attendant with a recipient's physical dependency needs (as opposed to purely
housekeeping services). We noted that although personal care services may be similar to or overlap some services furnished by
home health aides, skilled services that may be performed only by a health professional are not considered personal care ser-
vices. Alternatively, services that require a lower level of skill such as personal care services may also be provided by home
health aides under the home health benefit. We did not propose to include the above description of personal care services in the
regulations. The specific changes we proposed to the regulations are set forth below:

The existing regulations at §440.170 specify that personal care services in a recipient's home means services prescribed by a
physician in accordance with the recipient's plan of treatment, and furnished by an individual who is (1) qualified to provide the
services, (2) supervised by a registered nurse, and (3) not a member of the recipient's family. The existing regulations do not
provide for personal care services furnished in settings other than the recipient's home. To conform the regulations to the
provisions of section 1905(a)(24) of the Act, we proposed to add a new §440.167, “Personal care services in a home or other
location.”We proposed *47897 that personal care services are services furnished to an individual who is not an inpatient or
resident of a hospital, nursing facility, intermediate care facility for persons with mental retardation, or institution for mental
disease, that are: (1) Authorized for the individual by a physician in accordance with a plan of treatment or (at the option of the
State) otherwise authorized for the individual in accordance ‘with a service plan approved by the State; (2) provided by an
individual who is qualified to provide such services and who is not a member of the individual's family; and (3) furnished in a
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home, and if the State chooses, in another location.

Since section 1905(a)(24) of the Act does not require that the services be supervised by a registered nurse, we proposed that we
would not require such supervision in new §440.167. In addition, we proposed that States that elect to offer the personal care
services benefit must, at a minimum, cover personal care services provided in the home, but also have the option to cover
personal care services provided in other locations. We set forth a detailed discussion of alternatives that we considered in
implementing the provision of OBRA. '93 that allows States to cover personal care services provided outside the home (61 FR
9406).

We proposed to leave to the State's option the decision of whether personal care services are to be authorized by a physician in
accordance with a plan of treatment, or otherwise authorized in accordance with a service plan approved by the State. Similarly,
we proposed to permit States to determine, through development of provider qualifications, which individuals are qualified to
provide personal care services (other than family members).

Section 1905(2)(24)(B) of the Act specifies that, for Medicaid purposes, personal care services may not be furnished by a
member of the individual's family. To provide for more clarity and consistency in this regard, we proposed to define family
members under new §440.167(b) as spouses of recipients and parents (or stepparents) of minor recipients. Finally, since per-
sonal care services are now an optional benefit under section 1905(a)(24) of the Act, we proposed to remove existing
§440.170(f), which provides for coverage of personal care services in a recipient's home as part of any other medical care or
remedial care recognized under State law and specified by the Secretary.

B. Proposed Changes Concerning Home Health Services (§440.70)

We proposed several changes to the regulations concemmg home health services. Specifically, we proposed. to revise
§440.70(b)(3) to provide that the frequency of physician review of a recipient's need for medical supplies, equipment, and
appliances suitable for use in the home under the home health benefit would be determined on a case-by-case basis depending
on the nature of the item prescribed (rather than every 60 days, as provided for in the existing regulations). Absent changes in a
recipient's condition, we do not believe that a recipient's need for medical equipment necessitates routine inclusion in a plan of
care reviewed every 60 days by a physician.

Additionally, existing §440.70(d) defines a home health agency for purposes of Medicaid reimbursement as a public or private
agency or organization, or part of an agency or organization, that meets requirements for participation in Medicare. We pro-
posed to revise this definition to indicate that in order to participate in Medicaid, the agency must meet Medicare requirements
for participation as well as any additional standards the State may wish to apply that are not in conflict with Federal require-
ments. Finally, we proposed a technical change to §440.70(c) to remove an obsolete reference to subparts F and G of part 442.

I11. Discussion of Public Comments and Departmental Responses
We received 73 timely comments in response to the proposed rule. A summary of these comments and our responses follow.

Comment: Many commenters disagreed with our proposal to eliminate the requirement that personal care services be super-
vised by a registered nurse. The commenters indicated that the registered nurse is the only medical contact many (mostly el-
derly) beneficiaries have and that the nurse is instrumental in identifying health needs that require immediate attention by a
health care professional.

Response: Section 1905(a)(24) of the Act, as added by OBRA “93, does not specify that personal care services must be su-
pervised by a registered nurse. Therefore, we proposed to remove the requirement from the existing regulations. While we
believe that it was clearly the intent of Congress to eliminate this requirement from the statute, we agree with the commenters
that there may be situations in which individuals providing personal care services need supervision. However, while some
individuals' conditions may dictate a need for nurse supervision, many individuals receiving personal care services are either
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capable of directing their own care or have needs that are not based on a “medical” condition (for example, individuals with
mental retardation). Additionally, a stable, physically disabled beneficiary without cognitive impairments may not need su-
pervision ofhis or her personal care attendant. In some cases, supervision of personal care services by a registered nurse may be
unnecessary, but the services of a case manager may be appropriate to oversee the individual's needs. We note that case
management services could be reimbursed as either administrative costs or, as applicable, targeted case management services
under Medicaid. Our revision to the regulations does not prohibit the supervision of a registered nurse; rather, it allows States to
make the determination of when supervision of personal care services is necessary and what type of professional is qualified to
supervise the personal care attendant. Therefore, we believe that the need for supervision, whether by a registered nurse or
another individual, should be made on a case-by-case basis by the State.

Comment: A few commenters were concerned that we did not define “qualified” personal care providers. Others suggested that
we require States to establish criteria for determining provider qualifications. In addition, several commenters recommended
that, without the nursing supervision requirement, we establish Federal quality assurance standards or m]mmal standards of
training or testing for personal care providers.

Response: We are not establishing provider qualifications for personal care services. Rather, in the interest of maintaining a
high level of flexibility in providing personal care services, we suggest that States develop their own provider qualifications and
establish mechanisms for quality assurance. While we recognize the importance of provider qualifications and quality assur-
ance, we also firmly believe in allowing States the greatest flexibility in designing their Medicaid programs. There are several
methods States may use to ensure that recipients are receiving high quality personal care services. For example, States may opt
to screen personal care attendants before they are employed and/or train them afterward or allow the recipient to be the judge of
quality through an initial screening. Alternatively, States may require agency providers to train their *47898 employees on the
job. State level oversight of overall program compliance standards, case level oversight, attendant training and screening, and
recipient complaint and grievance mechanisms are ways in which States can influence the quality of their personal care pro-
grams. In this way, States can best address the needs of their target populations (for example, individuals with AIDS or with
physical disabilities) and set unique provider qualifications and quality assurance mechanisms. We note that home health aides
employed by home health agencies may sometimes provide personal care services. Home health aides that provide only per-
sonal care services under Medicaid need only meet the qualifications set forth at § 484 36(e) (and not other qualifications for
home health aide services).

Comment: Some commenters disagreed with our proposal that States electing to offer personal care services must cover these
services when provided in the home and may also choose to cover personal care services provided in other locations. The
commenters believed that we should require States to provide the services in locations outside the home. One commenter stated
that we should indicate that assisted living facilities may be considered an individual's home. Other commenters asked that we
clarify the meaning of “other locations.”

Response: In the proposed rule, we set forth a detailed discussion of options we considered for implementing the provision of
OBRA '93 that allows States to cover personal care services outside the home (61 FR 9406). We proposed that States electing
the personal care services benefit must provide the services in the home but may also choose to provide personal care in loca-
tions outside the home. We stated that our main goal in implementing the provision was to afford States maximum flexibility in
tailoring their Medicaid programs to meet the needs of their recipients while also expanding the settings in which personal care
services may be provided.

We do not believe that adopting the commenters' suggestion that we require States to provide the services in the home and in
other locations would be appropriate since section 1905(a)(24)(C) of the Act refers to services “furnished in a home or other
location.”We believe that Congress clearly did not intend to impose such a mandate on State Medicaid programs. Moreover, a
policy such as the one suggested by the commenters could work against the best interests of recipients if States choose not to
offer the personal care services benefit at all because of the expense involved in covering the services both inside and outside
the home. In addition, the Medicaid program has always given States latitude in establishing the criteria or conditions under
which optional services (such as personal care) may be covered, as long as the services available are sufficient to achieve their
purpose. States have the flexibility to define optional services to include less than the full array of services that could be covered
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- under the regulatory definitions, if they so choose. (In accordance with section 1905(r)(5) of the Act, coverage of personal care
services outside the home is not optional with respect to those individuals who are eligible for the Early and Periodic Screening,
Diagnostic, and Treatment (EPSDT) program. Personal care services outside the home are mandatory for these individuals
when medically necessary under the EPSDT program.)

We note that an individual need not receive personal care services inside the home to be eligible to receive them in another
location. Rather, as stated above, a State that opts to furnish personal care services must provide them inside the home to re-
 cipients that need them in that setting, but also has the option to provide them in other locations. Thus, depending on whether
the State also chooses to provide personal care services outside the home, an individual recipient could receive personal care
services inside the home, outside the home or in both locations. We believe that our policy is the most appropriate interpretation
of the statute, is in the best interest of recipients, and gives States the discretion necessary to operate their programs in an
efficient manner.

With regard to the other issues raised by commenters, States may consider an assisted living facility as an individual's home but
we do not believe we need to add this requirement to the regulations. Additionally, “other locations” may be any location, as
specified by the State, except for the statutorily excluded locations set forth in section 1905(a)(24) of the Act (hospital, nursing
facility, or ICF/MR).

Comment: One commenter disagreed with our position that the EPSDT provisions mandate coverage of personal care services
outside the home when medically necessary. ‘

Response: As stated above, under section 1905(r)(5) of the Act, the provision of medically necessary personal care services
outside the home is not an option but a mandate for individuals eligible under the EPSDT program. The EPSDT benefit in-
cludes all medically necessary services described in section 1905(a) of the Act, whether or not such services are covered under
the State's Medicaid plan. Therefore, personal care services must be provided outside the home when medically necessary to
individuals under the EPSDT program.

Comment: Some commenters disagreed with our proposed definition of personal care services and others believed that we
should define the services in regulation. The commenters recommended that we provide a detailed description of the services
that can be provided under the personal care services benefit in the regulatory language. One commenter indicated that personal
care services should include those that are delegated by a nurse or physician to an unlicensed personal care provider. They also
suggested that the definition be revised to delete reference to physical tasks while referring to assistance with both activities of
daily living (ADLs) and instrumental activities of daily living (IADLS), including assistance with cognitive tasks and services
to prevent an individual from harming himself. One commenter suggested changing the name of the service from personal care
services to “personal assistant services.” One commenter asserted that assistance with taking medications should not be in-
cluded as a personal care service.

Response: As stated in the proposed rule, in order to more easily address changes that may occur in the definition and delivery
of personal care services and to allow greatest State flexibility, in the near future we plan to publish in a State Medicaid Manual
instruction a definition that States may use. As suggested by the commenter, we plan to define the services in terms of assis-
tance with ADLs and IADLs. Services such as those delegated by nurses or physicians to personal care attendants may be
provided so long as the delegation is in keeping with State law or regulation and the services fit within the personal care services
benefit covered under a State's plan. Services such as assistance with taking medications would be allowed if they are per-
missible in States' Nurse Practice Acts, although States may need to ensure proper training is provided when necessary. We will
not change the name of the service as suggested, as the regulations now are consistent with the statutory language.

Comment: Some commenters were concerned about our proposed definition of “family member” for purposes of individuals
providing personal care services. A few commenters suggested that we expand the definition to preclude Medicaid *47899
coverage of personal care services provided by children, grandchildren, and legal guardians of recipients. Other commenters
believed that parents and spouses should be allowed to provide personal care services. Another commenter recommended that
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stepparents be allowed to provide personal care services in States where stepparents are not legally responsible for the recipient.
Finally, several commenters disagreed with our proposal to allow States to further restrict family members from providing
services and indicated that States should be required to limit excluded family members to spouses and parents.

Response: Section 1905(a)(24)(B) of the Act specifies that personal care services may not be furnished by a member of the
individual's family. We proposed to define family members as spouses of recipients and parents (or stepparents) of minor
recipients. Additionally, we proposed that States could further restrict which family members could qualify as providers by
extending the definition to apply to family members other than spouses and parents.

To provide for more clarity and consistency, we have revised the definition of family member at new §440.167(b) to provide
that a family member is a legally responsible relative. Thus, spouses of recipients and parents of minor recipients (including
stepparents who are legally responsible for minor children) are included in the definition of family member. This definition is
identical to the revised definition that applies to personal care services provided under a home and community-based services
waiver.

Congress clearly intended to preclude family members from providing personal care services and we believe our revised de-
finition is the most reasonable interpretation of the term. Furthermore, we have always maintained that spouses and parents are
inherently responsible for meeting the personal care needs of their family members, and, therefore, it would not be appropriate
to allow Medicaid reimbursement for such services. If stepparents are not legally responsible for the recipient in some States,
they could provide personal care services under our revised definition. However, because States can further restrict which
family members can qualify as providers by extending the definition to apply to individuals other than those legally responsible
for the recipient, States could choose to exclude stepparents regardless of their legal responsibility. In addition, by allowing
States to further define “family members” for purposes of personal care services, States can tailor their programs to meet their
individual needs.

Comment: A few commenters indicated that the personal care services benefit should be a mandatory service that States must
provide under their Medicaid programs. One commenter believed that the regulation should specifically allow various methods
of delivering personal care services (for example, vouchers, mdividual providers, consumer-directed agency models, or tradi-
tional agency models). '

Response: The Medicaid program is a Federal-State program that provides for mandatory services that States must provide and
optional services that States may choose to provide. Sections 1902(a)(10)(A) and 1905(a) of the Act define those services that
are optional and those that are mandatory. Under section 1905(a)(24) of the Act, personal care services are an optional benefit
that States may choose to provide to their Medicaid populations. To mandate that States provide personal care services would
require legislative action by Congress. With regard to methods for delivering personal care services, we believe in allowing
States the flexibility to determine the best method of providing services and will not specify such methods in a regulation.

Comment: One commenter suggested that we retain the requirement for physician plan of care authorization for personal care
services. The commenter believed that eliminating this requirement will lead to fraud and excess spending.

Response: Section 1905(a)(24) of the Act provides that personal care services must be authorized “by a physician in accordance
with a plan of treatment or (at the option of the State) otherwise authorized for the individual in accordance with a service plan
approved by the State.”In accordance with this section of the Act, we proposed to include this provision in new §440.167. We
believe that the statute clearly indicates Congress' intent to allow States the flexibility to utilize alternative means of plan of care
authorization. Further, regarding the commenter's concern that the elimination of the requirement for physician authorization
will encourage fraud, we believe that it is in the best interest of States to control spending and to establish methods to prevent
providers from engaging in fraudulent activities, Our revisions do not preclude physician authorization of personal care ser-
vices. Rather, in accordance with the statute, we are allowing States to determine the appropriate method for plan of care au-
thorization. Therefore, we will not continue to require that the plan of care be authorized by a physician.
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Comment: One commenter disagreed with our revision to the frequency of review of an individual's plan of care for medical
supplies, equipment, and appliances suitable for use in the home under the home health services benefit. The commenter was
concerned that our proposal might compromise quality of care and utilization control concerns.

Response: We proposed that §440.70(b)(3) be revised to provide that physician review of a recipient's need for medical sup-
plies, equipment, and appliances suitable for use in the home under the home health benefit would be required annually instead
of every 60 days. The frequency of review on other than an annual basis would be determined by the State on a case-by-case
basis depending on the nature of the item prescribed. We have found that, in many cases, once a recipient's need for medical
supplies, equipment, and appliances is indicated by a physician, that need is unlikely to change within 60 days. A recipient's
need for supplies or pieces of equipment that generally tend to be used on a long-term basis would not be reviewed as frequently
as equipment that is usually used only temporarily. For example, review of the need for a wheelchair need not be as frequent as
review of the need for an oXygen concentrator. In all cases, a physician's order for the equipment would be required initially,
and frequency of further review of a rec1p1ent’s continuing needs would depend on the type of equipment prescribed. We be-
lieve that the requirement for annual review of medical supplies and equipment balances States flexibility in furnishing home
health services with providing an appropriate level of oversight. In addition, this may allow a decrease in physicians' paperwork
burden, time, and costs.

Comment: Two commenters disagreed with our proposal to revise the definition of a home health agency for purposes of
Medicaid reimbursement to indicate that in order to participate in Medicaid, the agency must meet Medicare requirements for
participation as well as any additional standards the State may wish to apply that are not in conflict with Federal requirements.

Response: Under this provision a State would have the option of imposing additional standards on home health agencies for
participation in Medicaid beyond the Medicare conditions of participation. Our intention in revising the home health agency
definition is to afford States greater flexibility in *47900 establishing Medicaid program requirements tailored to their own
specific needs. This will enable States to conform existing State and Federal requirements but by no means mandates that
additional requirements be established.

Comment: One commenter indicated that our proposed revision to §440.70(c) would erroneously preclude home health ser-
vices from being provided to ICF/MR residents regardless of whether those services are not otherwise available.

Response: We proposed to make a technical revision to §440.70(c) to remove an obsolete reference to subparts F and G of part
442. We agree with the commenter that our proposed revision would have the effect of precluding home health services from
being made available to ICF/MR residents even when the services are not otherwise available. We have revised the language in
§ 440.70(c) to correct this error.

IV. Provisions of the Final Rule
We are adopting the proposed rule as final with some revisions. Specifically:

- We have revised §440.70(c) to provide that a recipient's place of residence, for home health services, does not include a
hospital, nursing facility, or ICF/MR, except for home health services in an ICF/MR that are not required to be provided by the
facility under subpart I of part 483. We also have reinstated the example given.

- We have revised the definition of family member at proposed §440.167(b) to provide that a family member is a legally re-
sponsible relative.

- Inthe proposed rule, we failed to include language currently located in existing §440.170(f) in new §440.167. Specifically, the
introductory text of existing §440.170(f) permits States to define personal care services differently for purposes of a section
1915(c) waiver. We have revised new § 440.167 to include this provision.
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V. Impact Statement
A. Background

For proposed rules such as this, we generally prepare a regulatory flexibility analysis that is consistent with the Regulatory
Flexibility Act (RFA) (S U.S.C. 601 through 612), unless we certify that a final rule will not have a significant economic impact
on a substantial number of small entities. For purposes of a RFA, States and individuals are not considered small entities.
However, providers are considered small entities. :

In addition, section 1102(b) of the Act requires us to prepare a regulatory impact analysis for any final rule that may have a
significant impact on the operation of a substantial number of small rural hospitals. Such an analysis must conform to the
provisions of section 604 of the RFA. For purposes of section 1102(b) of the Act, we define a small rural hospital as a hospital
that is located outside of a Metropolitan Statistical Area and has fewer than 50 beds.

We are not preparing a rural impact statement since we have determined, and we certify, that this final rule will not have a
significant impact on the operations of a substantial number of small rural hospitals.

This final rule revises the Medicaid regulations to incorporate the statutory requirements of section 1905(a)(24) of the Act
concerning personal care services. In accordance with the statute, we are providing that the services must be: (1) Authorized for
the individual by a physician in accordance with a plan of treatment or (at the option of the State) otherwise authorized for the
individual in accordance with a service plan approved by the State; (2) provided by an individual who is qualified to provide the
services and who is not a member of the individual's family; and (3) furnished in a home or other location.

In general, the provisions of this final rule are prescribed by section 1905(a)(24) of the Act, as added by section 13601(a)(5) of
OBRA'93. The most significant change required under the statute is that, as of October 1, 1994, the settings in which States may
elect to cover personal care services have been expanded to include locations outside the home. We believe that this statutory
provision will increase Medicaid program expenditures regardless of whether or not we promulgate this rule. The primary
discretionary aspect of this rule is the requirement that States electing to offer the personal care services benefit must cover the
services in the home and may choose to cover them in any other location. As discussed in the proposed rule (61 FR 9406), we
considered requiring States that elect to offer the personal care services benefit to cover the services in both the home and other
locations. We also considered allowing States to cover the services either in the home or in other locations. However, we
believe that the policy in this final rule is the most appropriate interpretation of the statute and gives States the discretion ne-
cessary to operate their programs in an efficient manner and in the best interest of their recipients.

As noted above, the major provisions of this final rule are required by the statute. Thus, costs associated with these regulations
are the result of legislation, and this rule, in and of itself, has little or no independent effect or burden. However, to the extent
that a Jegislative provision being implemented through rulemaking may have a significant effect on recipients or providers or
may be viewed as controversial, we believe that we should address any potential concerns. In this instance, we believe it is
desirable to inform the public of our estimate of the substantial budgetary effect of these statutory changes. The statutorily
driven costs have been included in the Medicaid budget baseline. In addition, we anticipate that a large number of Medicaid
recipients and providers, particularly home health agencies, will be affected. The expansion of settings where personal care
services may be furnished represents an expansion of Medicaid benefits that, if exercised by States, will likely have significant
effects, particularly on Medicaid recipients. Therefore, the following discussion constitutes a voluntary regulatory flexibility
analysis.

B. Impact of New Personal Care Services Provision
1. Overview

This analysis addresses a wide range of costs and benefits of this rule. Whenever possible, we express impact quantitatively. In
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cases where quantitative approaches are not feasible, we present our best examination of determinable costs, benefits, and
associated issues.

It is difficult to predict the economic impact of expanding the settings where personal care services may be covered under
Medicaid to locations outside the home. We do not know the exact number and type of personal care services furnished by
individual States or how much these services currently cost. Currently, approximately 32 States offer coverage for personal care
services, and we do not have cost data from all of those States. States also differ in their definitions of personal care services and
rules concerning who may furnish them. Since we do not have a full picture of the scope or cost of the different services, it is
difficult for us to quantify the impact these changes will have. Other unknown factors regarding the future provision of personal
care services include which States now offering the personal care services benefit will choose to cover services furnished
outside the home, how many additional States will opt to offer coverage, how many Medicaid recipients will elect to use these
*47901 services in States in which the services have not been covered, and the type and costs of these specific services. We
believe that the majority of those individuals who qualify for these services will elect to use this benefit. Thus, although costs to
States will rise as they begin to pay for the additional services, there will be substantial benefits to some providers and to
Medicaid recipients as described in detail below.

2. Effects Upon Medicaid Recipients

Permitting States that elect to offer the personal care services benefit the option of covering these services in locations outside
the home will have a positive effect on recipients. In States where coverage has been provided only for personal care services in
the home, this final rule may expand the types of personal care services available and/or the settings where recipients may
receive these services. Expansion of personal care services or settings could help improve the quality of life for these recipients
as well as for recipients who have not been receiving personal care services. It also could save money for some Medicaid
recipients or their families since they would no longer have to pay for these services. No data are available on the number of
recipients or family members who are currently paying for these services. However, since only 32 States currently pay for
personal care services, we believe that a substantial number of recipients who receive these services are paying for them out of
pocket.

3. Effects on Providers

By expanding the range of settings in which Medicaid will cover personal care services, we anticipate that this final rule will
increase the demand for such services. We believe this effect will be viewed as beneficial to providers of personal care services.
If the increase in demand for such services is sufficient, the number of providers of personal care services may increase.

4. Effects on Medicaid Program Expenditures

This final rule implements the provisions of section 1905(a)(24) of the Act by specifying that personal care services are an
optional State plan benefit under the Medicaid program. The rule allows States the option to cover personal care services fur-
nished in a home or other location, effective for services furnished on or after October 1, 1994. Table 1 below provides an
estimate of the anticipated additional Medicaid program expenditures associated with furnishing these services outside the
home, beginning on October 1, 1997. This estimate was made using various assumptions about increases in utilization by
current recipients, adjusted for age, as well as assumptions about the induced utilization that may result from the availability of
these services. We have assumed a utilization increase of 5 percent for the aged and 10 percent for the non-aged, and an overall
induction factor of 10 percent. Given these assumptions, our estimate based on Federal budget projections is shown in Table 1,
which also provides a breakdown of these costs. The first row of figures shows the Federal costs of providing this optional State
plan benefit. The second row shows the Federal administrative costs associated with firnishing these services. We estimate the
following costs to the Medicaid program:
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Federal medicaid cost estimate (m mﬂhons)[FNl]

FN1 Figures are rounded to the nearest $5 mllhon
5. Effects on States

As stated above, the coverage of personal care services is optional except when such services are medically necessary to correct
or ameliorate medical problems found as a result of a screen under the EPSDT program. Many States (approximately 18)
currently do not cover optional personal care services. In those States that do offer the personal care services benefit, services
furnished outside the home previously could not be covered. Therefore, there may be a substantial economic impact on States
that decide to provide coverage for personal care services furnished outside the home. The varying State definitions of personal
care services and rules concerning who may furnish them make it difficult to estimate accurately the potential increases in
expenditures for those States that choose to expand coverage of personal care services to include services furnished outside the
home. However, Table 2 includes estimated costs to States, which are based upon the same data and assumptions used to
formulate the Federal expenditures shown in Table 1.

FN1 Figures are rounded to the nearest $5 million.
*47902 C. Conclusion

The provisions of this final rule are required by section 1905(a)(24) of the Act. We believe that the provisions of this rule
adding personal care services as an optional State plan benefit and expanding the possible settings for covering personal care
services to locations outside the home will benefit providers, recipients, and their families.

As shown above in Tables 1 and 2, the costs to the Federal Government and States associated with paying for personal care
services furnished outside the home are substantial. There may be some minor offsetting of costs if the number of admissions to
nursing facilities decreases as a result of these provisions, but we have no data to determine the potential savings, if any. Re-
gardless of any possible savings, the economic impact of these provisions is attributable to the statutory changes mandated by
OBRA 93

In accordance with the provisions of Executive Order 12866, this final rule was reviewed by the Office of Management and
Budget.

This final rule has been classified as a major rule subject to congressional review. The effective date is November 10, 1997. If,
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however, at the conclusion of the congressional review process the effective date has been changed, HCFA will publish a
document in the Federal Register to establish the actual effective date or to issue a notice of termination of the final rule action.

VI. Collection of Information Requirements

Under the Paperwork Reduction Act of 1995, agencies are required to provide 60-day notice in the Federal Register and solicit
public comment before a collection of information requirement is submitted to the Office of Management and Budget (OMB)
for review and approval. In order to fairly evaluate whether an information collection should be approved, section
3506(c)(2)(A) of the Paperwork Reduction Act of 1995 requires that we solicit comment on the following issues:

- Whether the informatjon collection is necessary and useful to carry out the proper fanctions of the agency;
- The accuracy of the agency's estimate of the information collection burden;
- The quality, utility, and clarity of the information to be collected; and

- Recommendations to minimize the information collection burden on the affected public, including automated collection
techniques.

Section §440.167 of this final rule contains requirements that are subject to review by the Office of Management and Budget
(OMB) under the Paperwork Reduction Act of 1995. The rule requires States to amend their State plans to specify whether they
will cover personal care services and in what locations they will provide the services. Public reporting burden for this collection
of information is estimated to be 1 hour per State. A notice will be published in the Federal Register when approval is obtained.
Organizations and individuals desiring to submit comments on the information collection and recordkeeping requirements
should mail them directly to the following:

Health Care Financing Administration, Office of Financial and Human Resources, Management Planning and Analysis Staff,
Room C2-26-17, 7500 Security Boulevard, Baltimore, Maryland 21255-1850.

Any comments submitted on the information collection requirements must be received by these two offices on or before No-
vember 10, 1997, to enable OMB to act promptly on HCFA's information collection approval request.

List of Subjects in 42 CFR Part 440
Grant programs-health, Medicaid.
42 CFR part 440 is amended as sef forth below:
PART 440—SERVICES: GENERAL PROVISIONSI. The authority citation for part 440 continues to read as follows:
Authority: Sec. 1102 of the Social Security Act (42 U.S.C. 1302). s
Subpart A—Definitions42 CFR § 440.70

2. In §440.70, the introductory text of paragraphs (a) and (b) are republished and paragraphs (2)(2), (b)(3), (c), and (d) are
revised to read as follows:

42 CFR § 440.70
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§440.70 Home health services.
(a) “Home health services” means the services in paragraph (b) of this section that are provided to a recipient—

(2) On his or her physician's orders as part of a written plan of care that the physician reviews every 60 days, except as specified
in paragraph (b)(3) of this section.

(b) Home health services include the following services aﬁd items. * * ¥
(3) Medical supplies, equipment, and appliances suitable for use in the home.
(i) A recipient's need for medical supplies, equipment, and appliances must be reviewed by a physician annually.

(if) Frequency of further physician review of a recipient's continuing need for the items is determined on a case-by-case basis,
based on the nature of the item prescribed,;

* %k ok ok ok

(c) A recipient's place of residence, for home health services, does not include a hospital, nursing facility, or intermediate care
facility for the mentally retarded, except for home health services in an intermediate care facility for the mentally retarded that
are not required to be provided by the facility under subpart I of part 483. For example, a registered nurse may provide
short-term care for a recipient in an intermediate care facility for the mentally retarded during an acute illness to avoid the
recipient's transfer to a nursing facility. ‘

(d) “Home health agency” means a public or private agency or organization, or part of an agency or organization that meets
requirements for participation in Medicare and any additional standards legally promulgated by the State that are not in conflict

with Federal requirements.

* ok k k¥

42 CFR § 440.167

3. A new §440.167 is added to read as follows:

42 CFR § 440.167

§440.167 Personal care services.
Unless defined differently by a State agency for purposes of a waiver granted under part 441, subpart G of this chapter—

(a) “Personal care services” means services furnished to an individual who is not an inpatient or resident of a hospital, nursing
facility, intermediate care facility for the mentally retarded, or institution for mental disease that are—

(1) Authorized for the individual by a physician in accordance with a plan of treatment or (at the option of the State) otherwise
authorized for the individual in accordance with a service plan approved by the State;
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(2) Provided by an individual who is qualified to provide such services and who is not 2 member of the individual's family; and
(3) Furnished in a home, and at the State's option, in another location.
(b) For purposes of this section, “family member” means a legally responsible relative.

42 CFR § 440.170

§440.170, [Amended]

42 CFR § 440.170

4. §440.170, paragraph (f) is removed and reserved.

(Catalog of Federal Domestic Assistance Program No. 93.778, Medical Assistance Program.)

*47903 Dated: June 26, 1997.

Bruce C. Vladeck,

Administrator, Health Care Finanéing Administration.
[FR Doc. 97-24266 Filed 9-10-97; 8:45 ém]
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